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Art Unit: 1642 

1. Claims 1-26 are pending in the application and are currently under 
prosecution. 

2. This application contains the following inventions or groups of inventions 
which are not so linked as to form a single inventive concept under PCT Rule 
13.1 

Group 1, claims 1-in-part, 2-4, 6-in-part, 7, 8 are drawn to a method of 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, administering an 
effective amount of EGFR inhibitor. 

Group 2, claims 1-in-part, 2-4, 6-in-part, 7, 8 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, administering an 
effective amount of an erbB2 inhibitor. 

Group 3, claims 1-in-part, 2-4, 6-1 1 are drawn to a method assessing 
whether a subject who presents with an EGFR-expressing solid tumor, which 
does not express erbB2 as contemplated in the specification, is likely to exhibit 
a favorable clinical response to treatment comprising determining the pre- 
treatment level of pERK in said tumor, administering an effective amount of a 
dual EGFR/erbB2 inhibitor. 

Group 4, claims 1-in-part, 2-5, 6-in-part, 7, 8 are drawn to a method of 
assessing whether a subject who presents with an EGFR-expressing solid 



Application/Control Number: 1 0/529,922 Page 3 

Art Unit: 1642 

tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, administering an effective amount of EGFR inhibitor. 

Group 5, claims 1-in-part, 2-5, 6-in-part, 7, 8 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, administering an effective amount of an erbB2 inhibitor. 

Group 6, claims 1-in-part, 2-1 1 are drawn to a method assessing whether 
a subject who presents with an EGFR-expressing solid tumor, which also 
expresses erbB2, is likely to exhibit a favorable clinical response to treatment 
comprising determining the pre-treatment level of pERK in said tumor, 
administering an effective amount of a dual EGFR/erbB2 inhibitor. 

Group 7, claims 1-in-part, 2-4, 6-in-part, 7, 8, 12 are drawn to a method 
of assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, determining the 
level of pAKT in said tumor pre-treatment and after the initial period of 
treatment, administering an effective amount of EGFR inhibitor. 

Group 8, claims 1-in-part, 2-4, 6-in-part, 7, 8, 12 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, determining the 
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level of pAKT in said tumor pre-treatment and after the initial period of 
treatment, administering an effective amount of an erbB2 inhibitor. 

Group 9, claims 1-in-part, 2-4, 6-12 are drawn to a method assessing 
whether a subject who presents with an EGFR-expressing solid tumor, which 
does not express erbB2 as contemplated in the specification, is likely to exhibit 
a favorable clinical response to treatment comprising determining the pre- 
treatment level of pERK in said tumor, determining the level of pAKT in said 
tumor pre-treatment and after the initial period of treatment, administering an 
effective amount of a dual EGFR/erbB2 inhibitor. 

Group 10, claims 1-in-part, 2-5 6-in-part, 7, 8, 12 are drawn to a method 
of assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, determining the level of pAKT in said tumor pre-treatment and 
after the initial period of treatment, administering an effective amount of EGFR 
inhibitor. 

Group 11, claims 1-in-part, 2-5, 6-in-part, 7, 8, 12 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, determining the level of pAKT in said tumor pre-treatment and 
after the initial period of treatment, administering an effective amount of an 
erbB2 inhibitor. 

Group 12, claims 1-in-part, 2-12 are drawn to a method assessing 
whether a subject who presents with an EGFR-expressing solid tumor, which 
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also expresses erbB2, is likely to exhibit a favorable clinical response to 
treatment comprising determining the pre-treatment level of pERK in said 
tumor, determining the level of pAKT in said tumor pre-treatment and after the 
initial period of treatment, administering an effective amount of a dual 
EGFR/erbB2 inhibitor. 

Group 13, claims 1-in-part, 2-4, 6-in-part, 7, 8, 13 are drawn to a method 
of assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, determining the 
level of cyclin Dl in said tumor pre-treatment and after the initial period of 
treatment, administering an effective amount of EGFR inhibitor. 

Group 14, claims 1-in-part, 2-4, 6-in-part, 7, 8, 13 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, determining the 
level of cyclin Dl in said tumor pre-treatment and after the initial period of 
treatment, administering an effective amount of an erbB2 inhibitor. 

Group 15, claims 1-in-part, 2-4, 6-1 1, 13 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, determining the 
level of cyclin Dl in said tumor pre-treatment and after the initial period of 
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treatment, administering an effective amount of a dual EGFR/erbB2 inhibitor. 

Group 16, claims 1-in-part, 2-5 6-in-part, 7, 8, 13 are drawn to a method 
of assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, determining the level of cyclin Dl in said tumor pre-treatment 
and after the initial period of treatment, administering an effective amount of 
EGFR inhibitor. 

Group 17, claims 1-in-part, 2-5, 6-in-part, 7, 8, 13 are drawn to a method 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which also expresses erbB2, is likely to exhibit a favorable clinical 
response to treatment comprising determining the pre-treatment level of pERK 
in said tumor, determining the level of cyclin Dl in said tumor pre-treatment 
and after the initial period of treatment, administering an effective amount of 
an erbB2 inhibitor. 

Group 18, claims 1-in-part, 2-1 1, 13 are drawn to a method assessing 
whether a subject who presents with an EGFR-expressing solid tumor, which 
also expresses erbB2, is likely to exhibit a favorable clinical response to 
treatment comprising determining the pre-treatment level of pERK in said 
tumor, determining the level of cyclin Dl in said tumor pre-treatment and after 
the initial period of treatment, administering an effective amount of a dual 
EGFR/erbB2 inhibitor. 

3. The inventions are distinct, each from the other because of the following 
reasons: 
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A national stage application shall relate to one invention only or to a 
group of inventions so linked as to form a single general inventive concept. 
When claims to different categories are present in the application, the claims 
will be considered to have unity of invention if the claims are drawn only to 
one of the following combinations of categories: (1) A product and a process 
specially adapted for the manufacture of said product; or (2) A product and a 
process of use of said product; or (3) A product, a process specially adapted for 
the manufacture of the said product, and a use of the said product; or (4) A 
process and an apparatus or means specifically designed for carrying out the 
said process; or (5) A product, a process specially adapted for the manufacture 
of the said product, and an apparatus or means specifically designed for 
carrying out the said process. If multiple products, processes of manufacture or 
uses are claimed, the first invention of the category first mentioned in the 
claims of the application will be considered as the main invention in the claims, 
see PCT article 17(3) (a) and 1.476 (c), 37 C.F.R. 1.475(b) and (d). Group I 
will be the main invention. After that, all other products and methods will be 
broken out as separate groups (see 37 CFR 1.475(d).) 

Group 1, claims 1-in-part, 2-4, 6-in-part, 7, 8 is drawn to a method of 
assessing whether a subject who presents with an EGFR-expressing solid 
tumor, which does not express erbB2 as contemplated in the specification, is 
likely to exhibit a favorable clinical response to treatment comprising 
determining the pre-treatment level of pERK in said tumor, administering an 
effective amount of EGFR inhibitor. The Group therefore forms a single 
general inventive concept. 
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Groups 2-18 are drawn to methods different than the method of the first 
Group. 

4. Because these inventions are distinct for the reasons given above restriction 
for examination purposes as indicated is proper. 

5. Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 C.F.R. 

§ 1 .48(b) if one or more of the currently named inventors is no longer an 
inventor of at least one claim remaining in the application. Any amendment of 
inventorship must be accompanied by a diligently-filed petition under 37 
C.F.R. § 1.48(b) and by the fee required under 37 C.F.R. § 1.17(h). 

6. This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S. C. § 103, the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 C.F.R. § 1.56 to point out the 
inventor and invention dates of each claim that was not commonly owned at 
the time a later invention was made in order for the examiner to consider the 
applicability of potential 35 U.S.C. § 102(f) or (g) prior art under 35 U.S.C. 

§ 103. 

7. Applicant is advised that the response to this requirement to be complete 
must include an election of the invention to be examined even though the 
requirement be traversed. 

8. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Susan Ungar, PhD whose telephone number 
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is (571) 272-0837. The examiner can normally be reached on Monday through 
Friday from 7:30am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Shanon Foley, can be reached at 571-272-0898.. The 
fax phone number for this Art Unit is (571) 273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to 
the Private PAIR system, contact the Electronic Business Center (EBC) at 866- 
217-9197 (toll-free). 



Susan Ungar, PhD 
Primary Patent Examineri 
May 30, 2007 




